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There are sone specific recomendations
that | would like to see this conmttee nmake. 1|'d
like to see adequate dosing being the cornerstone.
I know that there is a lot of attention or a lot of
hopes that if you can pull the accreditation bodies
in for monitoring, that this wll solve bad care,
but I'm not sure that the accreditation that |
understand it to be wll provide good patient care.
There are ways you can have outcone studies neasure
certain services and still come up with that
treatnent and good outcones, and we've seen it from
patients that are referred to us from accredited
prograns now.

You could take, for instance, an FDA
detox, where you neasure whether the patient--by
the rule now, they have to see the doctor once a
mont h. They have to go down on the dose so that
they reach a zero nilligram dose by the conclusion
of the treatnent. You can | ook at whether they
provided a urine specimen every nonth and how well
your counselors were doing case nmanagenent. Those

things, you can neasure very well.
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Qur FDA detox is a good idea. Qur
experience is they're not, and | know that the
speakers have cone forward today and talk about,
well, we agree with the two-day waiting period
versus the seven-day waiting period. What we found

was the patients are exposed to infectious diseases
right through the whole detox.

So if you have soneone who's under-
nmedi cated at the beginning of their detox and you
are withdrawng them slowy over a period of six
nont hs, what you're going to find is that the
patients--you won't have to worry about the two-day
waiting period at the end because your patients
will be leaving well before that period where the
w t hdrawal schedule even cones up and | think it's
naive of the panel nenbers to think otherw se.

One of the things we found out, what |
found out from working with the Illinois nethadone
chapter, the association, is that many of the
problens that they're having in their comunity
relate to under-dosing their patients. They would

report to us that they had people that would stay
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around the program and sell drugs that would be
more harnful than other narcotics, even, like
Clonadine and pills that would, you know, affect
their behavior in some adverse way. And none of
these drugs really take care of the craving for the
narcotics that, in the event that they had an
adequate dose, would have taken care of.

So they're nore exposed to the effects of
these other drugs, which could cause energency room
admi ssions, cost taxpayers many dollars, and this
is all because they don't provide adequate doses.
| don't believe the accreditation nodels really
tal k about adequate doses.

One of the other things that we've found
Is training physicians about nethadone. Even our
AsaM physicians that we have talked with peripheral
to the field really don't know about nethadone
treat ment. There doesn't seem to be any
adequat el y-trai ned physicians, and | say peripheral
to the field, where they have a good know edge base
of how to practice nethadone treatnent.

Oftentimes, they have problenms with putting
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>atients over a certain dose of nethadone which
vould alleviate the wthdrawal synptons.

So we would believe that training
>hysicians first about patient advocacy would be
-he start. In many clinics, physician training
1sually occurs from the counseling, nursing, and
administrative staff. When nedical training occurs

Erom the clinical staff, the physician stops
oracticing nedi cine. This turns into a very
difficult problem for the patients. They really
Eeel that they aren't cared for, that they don't
aave a voice in their treatnent.

Subsequent training for admnistrative and
zlinical staff about the efficacy of nethadone as a
phar macol ogi cal treatment, clinical staff nust be
trained by qualified nethadone physicians to |learn
about the efficacy of nethadone dosing practices.

In our own State of Illinois, many public
clinics have nandated clinical services, or forced
mandated clinical services on an inadequately
medi cated opioid population. Thereby, the patients

remain in the clinic vicinity while exposed to
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i mpul sive drug-seeking behavior. The progranms are
a magnet for drug dealers and others who exploit
the patients. Drug nmarkets are created while
patients who could have been humanely cared for are
now Subject to predators and exposed to the public
Inealth concern, including infectious diseases such
as Hepatitis C and H V. These patients also
compromise thenselves to the crimnal justice
System

| nadequately trained program staff pronote
@an atnosphere of distrust of the pharnmacol ogical
loenefits of nethadone treatnent, resulting in poor
patient outconmes, which result in illicit drug use
and adversely affect patient retention.

|'ve got a lot of papers here. In the new
regul ations, there are sone things that were just a
conplete puzzle to nme and ny coll eagues. The
recording of nedication doses above 100 mlligrans
and 25, 30 years after the studies of Neiswander
and Dull, it escapes nme how there could even be a
mention to put in a note in the nedical chart that

a patient has to go above 100 mlligrans.
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|"ve heard this comented on by previous
speakers and | wanted to comment on it again. It’s
al most our belief that there should be a note in
the nedical chart when the patient isn't above 100
milligranms, given the quality of heroin on the
street and the kind of population that we're
working with now, pain naintenance patients,
patients exposed to a purity of heroin that far
exceeds what was on the street when the early
research occurred.

Mandat ed detox schedules, they're
i nhumane, peri od.

| would say about the detox schedules,
they wusually occur to patients that are very young.
Anybody in the field right now understands that
we're getting a very young group into nethadone
treatnent and these patients are nuch nore immuature
than the patients that we've had for a nunber of
years that are currently stable. Wen you nmandate
a detox with them they don't have the insight of
other patients and often when they |eave treatnent,

they have a bad view of it. They're not readily
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able to cone back right away.

Wiat happens is the clinics are put into a
position where we have to play a paperwork tug of
war wth people like Elswrth Drury, who is a
pl easure to deal with, by the way, as well as our
State agencies. So this kind of cunbersone
procedures just are not necessary.

One final thing that | want to talk about
Is State nonitoring. | know that there is a

guestion about what IS going to happen with the

accreditation nodel if it's approved for nethadone
treat ment. Are we going to have three people
| ooking over our shoulder now? It's unclear to us

whether the FDA is withdrawng from its nonitoring
authority.
Most of our paperwork cones from the

State, so if you have an accredited--if we have
standards that we have to follow now and we still
have to have the State to report to, the kind of
effort that we will have to put in, and |'m talking
about we, every program S going to be nonunental.

There has to be sone sensitivity to the kind of
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sversight that the prograns are going to have to
adhere to.

That's not ny final remark, by the way.

This is sonething on LAAM | know that we
nave people that are from Roxanne and everything,
out regarding LAAM the prohibition of carry doses
ras always been based on fear. As we know, LAAM
nas a |lower potential of abuse than other narcotic
agoni st s. Patients often experience unpleasant
side effects during the induction phase. Gven a
choice, nost patients do not enbrace this
medi cation to treat their opioid dependence.

W find LAAM is a good drug to use wth
those that are being tested, especially the people
who are being nonitored by the Departnent of
Transportation who wll get fired, legally get
fired, 1f they test positive for nmethadone.

There's no evidence to suggest that the
controls of this drug, neaning no carry bottles of
LAAM was ever nedically justified. In the past, |
suppose DEA was concerned about the overdose

potential of the drug. However, physicians could
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use a conbination of short-acting drugs I|ike Narcan
and long-acting narcotic antagonists |ike notrexin

hydrochl oride or buprinorphine to counter the
| onger-acting effects of LAAM in the event of an
energency room adm ssion for overdose.

W support the ability for patients to
receive LAAM carry nedication. Sone patients do
not choose LAAM as their nedication based on the
regul atory restrictions associated with this drug.
In the future, other opiate agonists or conbination
agoni st/ ant agoni st drugs may be introduced to the
mlieu. Cinics will not get a clear picture of
the efficacy of the new drug/substitute drug if the
restrictions are unevenly inposed in the dispensing
of the drug. So we really don't have a clear idea
of who would prefer LAAM just based on these
restrictions.

Finally, | guess, this kind of relates to
'accreditation, in a way. About 25 years ago, | won
the lottery. The lottery was the draft, and the
draft was, greetings. As | kind of escaped ny

parents' household and was living a life in
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Florida, | got this letter and | realized that I'd
have to go to Chicago or get to school or get
married or becone gay or sonething in order to not
serve ny country, which was ny desire and ny goal
at the tine. So | went to sone friends of mine who
had just got drafted, or | wote them and they
told me, you'd better join, because if you don't,
they're going to get you in the WMarine Corps. The
only thing I was afraid of worse than the Arny was

being drafted and put in the Marines.

So I went dowmnm to the recruiter's office
and | talked to the recruiter and | asked the
recruiter, what could | expect from this, and he

told nme, you can expect adventure, you can expect
to nmeet new cultures, and you'll learn a |ot about
'discipline.

About two years later, as | was laying in
the VA hospital after ny conbat duty in Vietnam |
realized that everything that the recruiter Kkind of
said was true, but it wasn't the adventure | was
really 1ooking for. I'm not sure accreditation is

the adventure we're looking for.
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[ Laught er. ]

DR. LEPAY: Thank vyou. Any questions?

[ No response. ]

DR LEPAY: Thank you for your
entertaining postscript.

Annie Unbricht? Wuld you also introduce
your affiliation?

DR. UMBRI CHT: Hi. My nane is Annie
Unbricht, and a lot of what |I'm going to say
replicates what Ernest Drucker said or Holly
Catania, but maybe | thought that being an
internist, it also had its value to be heard from
the voice of an internist.

| want first to start questioning the
nunber of heroin addicts in this country. Eight-
hundred-thousand is the official approved nunber.
However, | also know that about 2.5 percent of the
U.S. population is wunder | ock. | also hear that 80
percent of those have been incarcerated for a drug
abuse problem Well, of course, sone have been
caught because of marijuana, but | think it's still

conservative to estimate that 25 percent of all
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I ncarcerated population has been incarcerated while
being a heroin addict. So that would bring the
nunber total to 2,360,000 heroin addicts in this
country, and to be incarcerated doesn't nean to be
cl ean.

The one good thing that | heard about
accreditation is that it mght help nethadone cone
into the mainstream nedicine or increase the
credibility of nethadone nmaintenance in the nore
accepted type of nedicine.

In nmy view, doctors have never been
inclined to learn about sonmething they cannot do,
or even less, about sonething that has an
accreditation process.

[ Laughter. 1

DR. UMBRI CHT: The best way, in ny view,
to put nethadone treatnent into the mainstream of
nmedicine is to deregulate it and teach addiction
nedi ci ne, including nethadone naintenance, as part
of medical school <curricula and residency program
And in terns of residency program | include

I nt er nal nedicine, famly nedicine, prinmary care,
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part of internal nedicine is general internal

imedi ci ne, Jadol escent nmedicine, that is part of
pediatrics, psychiatry, enmergency nedicine, and,
why not, orthopedic surgeons who are taking care of
trauma patients and chronic pain patients. |

forgot anesthesiology wth chronic pain.

JCAHO accreditation, | think that M. Dow
left the room correct? |'m not known for being
very diplomatic. Wiere have you been? You tell us

that you have been accrediting close to 86 prograns
for alcohol and drug abuse treatnent, that you have
been a patient advocate in the behavioral field.
Where have you been? Have you accredited those
prograns wthout requiring them to provide

et hadone  mai ntenance, which is known to be the
main and nost effective treatnent for heroin

addiction, and this at the time of the HYV

epi dem c.

JCAHO is, in ny view, a Cadillac for the
‘poor . l"m sorry. I"'m from Europe and Cadillac
used to be the great car when | was growing up. SO

| don't think it's affordable, unless there is
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sonething that | don't know and the Federal funding
to give this treatnent is going to quadruple in the
next vyear. Has anybody heard about that?
O herwise, | think the greatest risk of JCAHO is to
shut down prograrns.

| have lived in this country only for 15
years. Wen | left very conservative Swtzerland,
the word nethadone--and that was four years after
nmedi cal school--the world of nethadone was not very
well known to ne. | knew it was sone kind of an
opiate. That's about all | knew about it. And
also, the HV epidemcs, ny husband had been in the

hospital where the first HV cases had been

described wth PCP pneunpbnia, so | knew about it,
but otherwise, it was something from across the
ocean.

Wll, within five years, by the early

1990s, Switzerland had the highest rate of HYV
infection and nostly anong drug users. Wthin a
few years, based on US. done in this country,
health policy changes were drastic. Met hadone was

made available through doctors' offices. At the
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sane tinme, structured nethadone prograns
mushroonmed, which neans one does not have to
threaten the other. And in pharmacies, injecting
equi prent was nade available at production cost, in
a word, purchased.

Those changes were nade w thout
i npl ementing neasurenents for collecting outcone,
which was one of ny criticisns. However, realizing
that, in the neantinme, there have been papers
publ i shed and several of them comng |ast year from
Europe, showng a nmarked decrease in Hepatitis C
and Hepatitis C is very nuch nore catching than
HI V. In the Baltinore area, 95 percent of drug
users are Hepatitis C positive and they get it
wthin the first tw years of injection.

Wll, the rate of Hepatitis C in Ceneva
went from 60 percent to 30 percent anong drug users
entering nethadone treatnment, and the sane thing
happened for HV, where there was a decrease by
half of the nunber of H V-infected.

The sanme has been true for Austria and

Germany and now France, although | want also to say
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two words about France. In Europe, the experience
has been that only a maxinmum of eight percent, up
to 12 percent after a few years of experience, of
physi ci ans, of general practitioners have any
interest at all in treating drug users. | woul d
suggest that instead of putting huge barriers to
those physicians who are volunteering their tine
and effort to provide care to this under-served
popul ation that it's difficult to care for, that we
shoul d enpower those physicians, educate them and
allow them to practice good nedicine.

| would also say, not to restrict the
practice of nethadone nmintenance to certain
speci al ties. | cannot believe that an infectious
di sease specialist who has learned to prescribe
triple-anti-retrovital therapy [ph.] cannot |earn
to prescribe nethadone safely, just as a conment.

In France, nethadone becane available, or
becane legally, how should | say--I nean, they
allowed the wuse of nethadone for nedical
mai nt enance of heroin dependence in March of 1995.

Wthin the year, the nunber of nethadone patients
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went from 300 to 3, 000. Bupri norphine was nade
|l egally available in June of 1995. However, it did
not cone to pharnmacies until February of 1996. The

nunber of total overdoses in France went from 505
in France in 1994, and |'m not sure what the
popul ation of France is by now, to 97 in 1998.
Those nunbers have been published in the French
literature in June of this year.

In those 97 patients who were reported as
overdose, there were 13 overdoses including
buprinorphine, wusually as conbined wth
benzodi azepi ne. So even if Dbuprinorphine mght be
incrimnated, it has saved nore than 300 I|ives--400
lives, and this is just to talk about overdoses.

| want to share two experiences. One is a
patient that | took over in ny primary care
practice that | have once a week. He was a renal
transplant patient. You don't want to take care of
renal transplant patients. | was very happy that
the renal doctor would be continuing the renal
}transplant care. Chatting with the patient doing

ny H&P, | asked about pain. That's ny custom As
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And | got sone reluctant acknow edgenent of pain.
| had to push him to ask about duration, blah,
bl ah, blah, what you need to do in alleviating
pain, and the patient was really reluctant.

Wat |I'm trying to say, he was not drug

seeking until he took off his hat

scratching, fresh scratching |esions

That patient who had had chronic DBTs and an

unbrella placed because of those DBTs that

caused several pulnonary enboli

| ower extremty pains, chronic ulcers, and |

that those pains are extrenely

was basically couch-ridden in front of the TV,

doing anything because of the pain.

| started him on M5 contin,

| ncapaci tating.

and showed ne

had

had had chronic

hear
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need to do.

in his scalp.

He

not

and obvi ously-

-well, | didn't say the nost inportant thing. Thi s
patient had been clean from drug use for 15 years.
H's renal doctor was very reluctant to start any
opiates on him O course, given his renal
transplant, the nonsteroidals were totally out of
the question. So | started him on a |ow dose of M
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contin, and, of course, as soon as he was exposed

to opiates, his tolerance went up again, which is

pretty nmuch what | expected. | still went up wth
the dose wuntil paritis becane a problem
So I bit the bullet and we went for

nmet hadone and we increased the dose and he is now
on 50 mlligram BID. This man has a new life.
He's going around in his neighborhood,

participating in the community, going and buying

new cl ot hes. Wen he said this, | thought, oh, oh,
are you selling your nethadone? |Is that why you're
abl e?

DR UMBRI CHT: He said, no, | have an
Interest in going out and buying new clothes. For

ten years, he had not done that.

He has been extrenely conpliant. He
called nme the other day because his nedical
assi stance, new HMO program was not going to cover
nmet hadone, so that's one other concern of mne, is
what is JCAHO going to do about fornulary drug
t herapies? Fortunately, | got on the phone with a

very nice nedical director and | think I won this
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3ane. But that neans, for physicians, we have to

30 one patient at a tine and spend hours on the

phone, and |'m lucky, | can do that. If | had a

practice every day of the week, | couldn't do that.
Anot her story. | was asked to participate

in a little denonstration project of office-based

et hadone  mai ntenance, and so it happened that the
hours for that clinic would just follow ny nedical
clinic hours. You cannot imagine how thrilled |
was to switch from ny nedical clinic practice to

t he nmethadone maintenance, to find structured,

goal -oriented patients, and | was speaking of the
met hadone patients. They were fantastic conpared
to ny diabetics, ny obese.

Wat | want to say is that we continue to
stigmatize those patients. One had been clean for
only one year and, basically, they are contributing
to the society and they are a pleasure to work
Wit h. As far as | know, none have returned to the
et hadone program because of nonconpliance.

Also anong those patients--1'm an

internist, so | do what | do--I always insist on
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snoki ng cessation, and ny success rate anong those
patients has been higher than anong ny clinic
patients. One quit over two nonths and he still
quit and did not want nedication for that.

Wat | want to say is that those patients
need what they have and should have it at the
| onest barrier possible, and physicians should be
trained for doing this and should be allowed, then,
to use their training to their abilities.

DR LEPAY: Thank you. Any questions?

[ No response. 1

DR LEPAY: No questi ons. Thank you very

much.

Mark Beresky?

MR BERESKY: Hel | o. My nane is Mark
Beresky and | am a nethadone maintenance patient

and a representative of the National Al liance of

Met hadone  Advocat es. |'"'m enployed as a trustee and
per sonal representative of a large Colorado famly
trust. This trust was accunulated by a Col orado
judge who was fornerly an FBlI agent and established

by his w dow. There's a position of responsibility
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and an honor which would have never been offered
me had ny life not been resurrected by nethadone
mai nt enance therapy.

|"ve been in treatnent in Illinois,
Col orado, the State of Wshington, and
Massachusetts. In light of ny experiences wth
met hadone treatnent in different States, | believ
| offer a unique, first-hand perspective of
nmet hadone treatnent in the United States.

|'"ve cone here today to applaud the spiri
of the proposed new reqgulations, but | believe th

proposal has sone deficiency in substance.

If we truly aim for better treatnent, |
believe it is mandatory that we allow nethadone
patients to provide our unique guidance at every

step of «clinical oversight and accreditation. No
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e

t

e

one is nore qualified to gauge the efficacy of his

treatnment than the patient hinself. It is his |i
that we are concerned wth and the patient needs
have a say in the process.

For years, patients have been afraid to
conplain about their clinics or staff. Too often,
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a conplaint wll result in staff sanctioning or
punishing the patient, rather than doing an
unbi ased and fair examnation of the conplaint. By
sanctioning, | nmean having their nedication
W thheld or dosage reduced or denying the
conpl ai nant a supply of take-hone nedication.
Recently, at a clinic in Colorado Springs,
| was abused by a head nurse whom |I had observed
| nappropriately nedicating one of her buddies. |
complained to the State regulatory agency. They
forwarded ny letter to this nurse and didn't even
bother to respond to ne. As a result, this nurse
arbitrarily denied nme ny take-hone nedication which
| had been picking up weekly for years. | was
forced to cone into the clinic every day to receive
ny medi cation. | cannot begin to explain to you
the hardships this caused in ny life. It is small
wonder patients are terrified of conplaining.
In addition to seating patients on
accreditation and oversight bodies, | propose to
establish a patient advocate position at each and

every clinic. Cinics wuld be required to hire a
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patient to collect patient

patient outcone. dinics and

i rmune to

addiction and nethadone

are abstinence-oriented and

clientele with punitive rules

their nedication and dosage

At this same Colorado Springs clinic,

head nurse recently refused

dosage to a patient

When he finally conplained enough

nurse forced to nmake the

bottle on the counter and said,

yourself out."

| mght add here that

prescribes by a policy which is

a great nmany of its patients.

for the patients

has too much control

over 80 mlligrans is too nuch.

It's just this type of
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reported and investigated. It has been ny
experience that this type of clinic wll create a
wall of denial and silence when asked about abuses.
They will commonly reflect blane back to the
patient by labeling him paranoid or uncontrollable.
And since there is no one to investigate fairly,
the abuses go on and on and patients learn to keep
their nmouths shut and becone invisible.

In this clinic, | succeeded in spite of
the clinic, rather than with their help and
support. Patients wth years of treatnment behind
them should be noved imediately to an office-based
treatnment approach. The clinic system was not
structured for those in long-term nmaintenance, but
rather for those comng into treatnment with an
active addiction. W take up valuable treatnent
slots and have ceased to need the clinic's services
except for its dispensary.

However the new regulations handle office-
based treatnent, | believe it is necessary to
i npl enent office-based treatnment quickly, and we

must have the nechanism in place to change and
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-evise regulations as soon as it is deened
lecessary. Patients suffer endlessly while
rommittees nmeet or wait for the holidays to pass.

| believe that a system should be
devel oped whereby new regulations and revised
regul ations can be put into action every six
nont hs. Once again, | nust urge you to include
>atients in these reviews.

One nore issue | wish to present, and this
is the issue of fee-tox. Fee-tox is the practice
>y clinics of termnating treatnent of patients who
tack the wherewithal to pay their sonetines
sxorbitant fees. The first day in nmethadone
-:reatment for the heroin addict is the first day he
>r she can live without having to conme up with the
rash for his heroin dealer. Frequently, it is the
Eirst crine-free day in a long tinme for this
i ndi vi dual .

This comes as a huge relief and a gross
surden l|ifted from his shoulders, but with the
Lowering of heroin prices, many clinics are alnost

as costly as the heroin dealer. Patients often are
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thrown out of clinics because they cannot pay. It
took years for them to get into treatnent
Shouldn't we try to keep them there at I|east wuntil
they can have a chance to get back on their feet?
W nust have relief in place for patients in the
first six to 12 nonths of treatnent who have
difficulty paying clinic fees. Qherwise, they go
back to the street for their nedication and to
crime to pay for it.

So, to sumup, | would urge the inclusion
of nmethadone patients in clinical oversight and
devel oping new regul ati ons. | believe that all
clinics should be required to hire a nethadone
patient as an advocate for its clientele.
Stabilized and successful patients should be noved
out of clinic structure and into an OBT setting.
And four, we nust get Medicaid or sone other fund

to help patients who cannot afford their treatnent.

'Thank Yyou.

DR LEPAY: Questions or coments from the
panel i sts?

[ No response. 1
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DR LEPAY: Thank you very nuch.

lra Marion?

MR MARION: Hi. First, let nme introduce
nmysel f. My nane is Ilra Marion. | am the Executive
Director and sponsor of the nethadone treatnent
prograns that are run at Al bert E nstein College of
Medicine and Montefiore Medical Center.

| want to assure the panel that despite
the governor of Vernont's antipathy about
met hadone, he didn't learn that at Al bert Einstein
Col l ege of Medicine, where he went to school,
because at Einstein and its wuniversity hospital,
Montefiore, we treat 4,400 patients at 12 nethadone
clinics. Qur progranms are conprehensive. They
include primary care, nental health care, children
and famly services, and vocational rehab. Thi s
year, we began our nedical nmaintenance project and
of fice-based treatnent and have admtted 29
patients thus far.

In general, we support the intent and
content of the NPRM Three of the Einstein clinics

and one Mntefiore clinic have already engaged in
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the CSAT pilot with CARF. | have to confess, we

cheated slightly, because before we began, we got
two of our staff enrolled as CARF surveyors and
they now are helping us to prepare for this
eventual accreditation. W' ve already done our
baseline data collection and we |ook forward to the
act ual accredi tation.

W do have concerns, and | have concerns
in general, about the physical plants that
et hadone treatnent clinics are located in. W are
convinced that a surveyor or even our own staff
would walk into six of our clinics and would not be
very happy. Al though they tell us clean and safe
is the nodel, sone of these clinics are inadequate,
as far as |'m concerned. W're pleased that our
single-State agency is helping us to find new space
for these sites, but they're not going to be ready
in tine.

One of the reasons | got up and decided to
speak is | didn't think that anyone had addressed
the multiple stressors that exist in our under-

funded and under-staffed treatnment system
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carticularly those that are located in large cities
and particularly those that are dealing wth
welfare reform on the State and city |evel.

In New York Cty, the city is actively
engaged in having every patient work for his or her
wel fare check, including even those that are
mandated to go into treatnent or require treatnent
or for whom treatnent is required in order for them
to receive public assistance. What happens is if
they don't show up at their workfare assignnment or
anything goes awy at their workfare assignnent,
they're sanctioned, and the sanction includes not
only the loss of their welfare benefits, but the
loss of the Medicaid that pays for their nethadone
treatment, subsequently setting up a system where
sonme of these people may be denied care or prograns
will be denied incone for support for that
treat ment.

That system in and of itself is literally
changing the culture in the nmethadone prograns in
these cities. Overlaying the accreditation nodel,

there needs to be a nmjor concern and sone nmajor
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attention paid to these stressors. Some of the
ot her people who spoke talked about sone of the
ot her ones.

In addition, referrals of new patients who
apply for welfare and for whom treatnment is
mandated are contingent on how fast the prograns
move people into workfare assignments, the idea
lbeing that if you take six nonths or three nonths
to do it and another program does it in one week,
they will get the referrals because the whole deal
is get people into workfare, and not get people the
treatnment that they need.

On the positive side, because people are
being chased off welfare and noved to work,
accreditation mght open up additional third-party
‘payers by mainstreamng the care. But ny own
opinion and 29 years of experience tells nme this is
‘not enough and the panel and the agencies involved
in this nodel have got to use their good offices to
help make third-party payers pay for nethadone
treatment as part of the health insurance package

that insured people carry.
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W have recently been successful in
getting sone of that third-party noney, but we've
also had other people, other insurance conpanies,
tell us they cover substance abuse treatnent but
not nethadone mai ntenance. | think this is going
to have to be addressed as welfare reform efforts
nove forward all across this country.

In listening to sonme of the advocates
speak, |'m convinced that accreditation poses a
solution to sone of the horror stories that they' ve
been telling about inadequate doses or inperious
staff or what not. Accreditation requires patient
satisfaction, and if the final announcenent
strengthens that part of the nodel and gets
surveyors to talk to and interact wth patients and
if patients are surveyors thenselves, this would
surely help that situation a |lot. Clearly,
requiring best practice wll help sone of these
| nperious people who use their power in nethadone
prograns to inflict harm

Finally, New York as well as many other

States is a State that is fraught with major
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process regqgul ations. | am very concerned about the
sschi zophrenia that will ensue as we pursue both the
best practice accreditation nodel alongside these
process regulations, and | inplore you to address
this issue as this thing goes forward so that we'l]l
Inave a situation where we're only going in one
di rection. Thank you.

DR, LEPAY: Thank you. Any questions or
coments from the panelists?

[ No response. 1l

DR LEPAY: Thank you very nuch.

| believe that was the last of our
comments today. | want to thank everyone for their
participation, certainly those who have comented
t oday. | think we've heard a lot of very valuable
information that we wll certainly be taking into
account as we nove forward. For those in the
audi ence who have listened and provided feedback in
various other forns, either directly or through
comments to those who have otherw se spoken today,
we are again very appreciative.

I'"d like to thank our panelists today for
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their attention and their clear interest in what
everyone here has had to say.

From our standpoint, | believe that the
notice of proposed rulenmaking has a coment period.
Comments nmay be submtted to the docket wuntil the
17th of Novenber. A transcript has also been
prepared of today's public hearing. The process by
which copies of that transcript can be obtained are
detailed in the notice of hearing that we published
in the Federal Governnent.

So, again, on behalf of nyself and FDA |

would like to thank everyone here and | wll turn
this over, as well, to Dr. Cark for any closing
comment s.

DR CLARK On behalf of the Center for
Subst ance Abuse Treatnment and Substance Abuse and
Mental Health Services Admnistration, | want to
extend our thanks to the people who have taken the
time out of their valuable activities to share
their concerns and issues. W wll be digesting

this material after the close of the comment period

and, of course, we'll be pointing back to this.
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W are poised to participate in the change
of the delivery system and | think that's a key
issue. But it isn't just the bureaucracy that
you’re going to be dealing wth, and I think a
fl umber of people have raised these issues. Veé've
got to deal with the system of providing care.
Wwe’ve got to deal with patient advocacy. But we
also have to deal wth public attitude, State
iregul ations, State attitudes, et cetera. If we can
deal wWith these things in a very careful way, we
tthink that we can mark on a new period of substance
abuse treatnent.

W are turning to you and to the people in
tthe community who could not be here to see how we
an best synthesize this new endeavor. It doesn't
lnave to be the final product, but it has to be the
lbest product that we can put together at this
juncture in time to nmke this transition. | think
ithat's the key issue here, that we are in this
itransition period and we really welcone and value
wour | nput.

Does anybody else on the panel want to say
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nyt hi ng?
[No response. ]
DR. CLARK: Very good. Thank you again.

[ Wher eupon, at 3:34 p.m, the proceedings

ere adjourned. 1

D
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